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Virucidal Efficacy of a Disinfectant fbr Use on Inanimate Envfronmental Surfaces 

EUBEfiSl 
The pivpoea of IMe itudy la to avaluata the viniddal afflcaoy of a teet oUbatanca tor ragMralion of a product aa a 
viniclda. The test procadura la to aknulata tha vuay In wNch ttia produot la hitandad to tie uaad. Thb method la In 
compNanca wMh the facMnmanls of and may be aubmttad to, ona or mora of tha tokwlngaeanelei aa kidleatBd by 
lha Sponaor US. EfwlWfiBianlSl ProtacSon Agancy (EPA), Haalh Canada and AusMan Therapeutic Goods 
Admlnlstraaon(TQA). 

(1B0.106] taat aubalanoa charsaMEMton aa to Mantlty, abanglh, 
purity, aokibRty and oompoattlon, as appllaabia, shall be documentad baton Sauaa to Ihlaatudy. ThastabBtyof 
tha test aubatanoa ahal be datannlnad prior to or concurrantly wHh this study. Pertinent Information, which may 
aftoct tha outcome of this study, shal be communlcalad In wriUng to tha Study Olraclor upon sampla submlasicn 
to Aoouratus Lab Sarvloas. Aeeuratus Lab Sarvleas wl append Sponsororovldad CarlMcataa of Analyals (0 of 
A) to this study raporL If raquaatad and suppRad. Charaotartaatlan and atsMtty studas not parfbnnad toNowlne 
GLP raeulallons ail be nolad to the Good Laboratory Praciica oompRanoa stalemant 

I lha Sponsor awjnwsdtoetiiplslad pratood, signad fee aohadula and conaapandtog taat subaianeafs). 
BtsnaffitSN I basis enoa Acouralua Lab Sarvtoss 

Based on sR raqulrad matarWs being racalvad at this lima, tha jaggBgl aspadmanlal start data Is June 20,2Wft 
Vartial rasuRs may be given upon oomplatlon of tha study with a wrlOan report to foRow on the oroooaad compMlan 
data of July 18, 2016. To axpadia achaduHng, plaasa be sura aR raqulrad paparworfc and tast substanoa 
documantadon la oomplatatoccurala upon arrival at Aoouratus Lab Sarvleas. 

If a tsat must be rapaatad, or a pardon of K, baeauaa of fSRura by Aocuatua Lab Sarvlcaa to adhara to spacMad 
prooaduras, R wl be rapaatad ftaa of charge. If a tast must be rapaatad, or a portion of R, due to fUura of 
totamal controls, R wRI be rapaatad firaa of oharga 'Methods •evetopmantT fSas shaH be aasasaad, however. If 
tha taat aubatanoa and/or taat ayatem raquira modMioaltons due to cornplaxRy and (MIcuRy of tasting. 

If tha Sponsor raquaats a repast tasL they wRI be charged tor an additional teat 

Neither tha name of Aocuatua Lab Sanricaa nor any of Its amployaes ara to bo uaad In advardalng or othar 
promotion without wrRtan Gonsant from Aoouratus Lab Sarvloaa. 

Tha Sponaor Is raaponsRila tor any raiaotlon of tha llnal roport by the regulatory agency of Rs submission 
concerning rsport format, pagination, sta To pravant rajaodon. Sponsor should carafuRy ravlaw tha Aocuratus 
Lab Sarvloas final report and noMy Aoouratus Lab Sarvloas of any parcalvad daflclanolaa In thaao aiaas batore 
submission of tha report to tha regulatory agency. Aocuratus Lab Sarvleas wll make raasonabia changaa daamad 
naoassary by tha Sponsor, without aRarIng tha taohnloal data. 

I for a dlslnfaelanl Intandad for usa on hard surfbdaa ba 
wiMioftRd hyappfRXlaia scfonMo data denwnslraflng lha aMoaoy of lha teal substance agatost lha daknod 
vtoia. Each agency will accspt adequate data ganarated 1^ any apprpprttla taohtoqua In support of a vfrucWal 
aflloaoy dalm. This Is accompRshad by treating tha target virus with lha dialnlactant (last substance) under 
oondRlons, which simulata as ctosaly as posslbla. In the laboratory, tha actual condRkms under which the 
dtototoctant Is daslgnad to ba used. For distolaatam produota Intandad for usa on hard surfecas (dry, toantoiats 
anvlronmantal aurtacaa), a carrlar method Is used In tha ganaradon of tha supporting vkologlcal data. Tha CEK 
caM Una, which supports tha growth of lha Infectious LaryngolracheRls virus, wRI ba used In He study. Tha 
axparimantal design In this pnAood meats thaaa raqulrsmanta. 
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TEST PRINCIPLE 
A flm of virus, driad on a giaaa aurfaoa, la mgroaed to KM last aulistanca for a apacMed expoaura tkna. At the 
and of the axpoaura time, the vtruddal and cytotnde acdvHaa am removed Item die virua-teat aulMtance mixture, 
and die mixture la eaaayed for vtral bifaeSvlty try en acoepled aaaay method. ApproprMe virua, teM auttatanae 
cytotoxicity, and neutraRzadon oontrola are nin ooncurrantty. 

IWS bo prepared In parallel and used aa fbliows: 
The appmprtata number of flima for each belch of teat aubslance aaaayed per exposure dme raqueatad. 
The approprlata number of dims for virus control titration (dtar of vIrua after drying) par exposure time 

The Inoculated oaniara are exposed lo the teat aubatanoe for the Sponsor apeoHled exposure dme. Attheendof 
the apeclllad expoaure dme, raauapended vlrua4eat aubatanoe mlxturea wdl be deloxllled and made non-vhuoldal 
by ImmadMaly addkig the contents to a Saphadex gel flttratlon ookimn folowred by 10-fold aerial dfcjtlona bi teal 
medium. Each dludon Is Inoculated Into bidloator eel cultures. The raauapended vIrua oontrol ffim and each 
batoh of teat aubatanoe alone wffl be treated In exactly the same manner. For analyala of Infaotlvlty, culturea will 
be held for the appropriate Inaubadon period at the end of which dme culturea wdl be scored for the presenoe of 
the laat virus. Culturas wdl be monitored at that dme for cell viability. Uninfected MIostar eel ouKuraa wdl be 
carried In parallel end similarly monltorad. For analyala of cytotoxicity, lha vtabUty of cuRuraa Inoculatad with 
dhitkma of each test and cytotoxtclty control wdl ba detarmlnad. In addition to the above titrations for Waotivdy 
and cytotedcly, the residual virucidal activity of the teat substance alter nautralzadon wM be determined by 
adding a low dtar of stock vbua to each iBulton of the teat substance (eytctoxlclty control diutlons). ThereauMng 
mbduraa of rfludona em aeaayed for bifaHMly In order to determine the ddudonfa) of taet aubatanoe at whiah 
vkuctdal activity. If any, la relalnad. 

vmua 
The LT-IVAX (Moddlad dve vaccine) attain of InfacHoua LaryngotracheHIa vbua to be used for this study was 
obtained from Pmdtry Health and Spedltfea, SL Cloud, MN. Slock vIrua la prepared by codecthg the auparfiBtant 
cuKure fluid from 76-100% Irrfaoted cuKura cella. The cede am dtarupied and cad debria removed by 
centrlfegatlon. The aupematant la mmovad, alquotad, and the high dtar stock vln* may be stored at s -70*0 
until the day of use. Alternate methods of viml propagation may be uddzad based on Ihe growth requbementa of 
the vbua. The propagation method wdl be specified bi the tew data and hi the report On the d^ of use the 
approprlats number of adquota am removed, thawed, combbied (V appdoabla) and mabitabied at a rettgerelatf 
lamparetum until used bi the assay. Note: If the SponaorreqasMM Mgrkife ad toad chalange, fatal baaiiM 
aarum(FBS} or the requested organic soil wld be bicorpiNalad Ma the atocll vbua dawL The stock vbua dgupt 
wdl be acUuatsd to yield the percent organic aol load raquealed. 

b^BlHMy(CEK) cads were originally obtained from CharlaaRlvar. The ceds are prcpegatad 
by Aocuretus Lab Sarvloaa peraonneL Tha oels are seeded bito muldwad call culture plalea and mabrtabiad at 36-
3B*Cln a humURIad atmospihem of 5-7% CO}. The oonduenoy of thecals wdl be approptlato for tha teal vbua. CEK 
eela obtabied bom an adamala, reputable source may be used. The souree of tha cads wM be apeellad In the flnai 
report 
Ad eel culture documentation la retained fv the cad cuRurea uaed to this assay wdh reaped to souroa, passage 
number, growth charectarlatloa, aaadtog danaldaa and the general conddlcn of die cads. 

Tbswtoite/fe-// 
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TIN tMt nwdhni UMd for this aasay li MMmum EMonUal Madkjm (MEM) supptamantad will hMtlnacllvalKllanib 
serum, 2JS |sn amphotartdn B, 2.0 mM L-akJtamlns and 6% liyploaa ptiosphala DtDli. The madtom may also IM 
supplemonlMt will one or mere of lie fblawing: 10 HOAnL genlanilulm 100 unlsAnL penloMn, 23 MOAPL 
smphotarldn B, 1.0^.0 mM L-flUamlne. and OA-5 poAnL trypsin. The composMcn of Iw fast medksn may tw 
sltared liaaed on tie vims sndtor oels. Ttie oompoallon of Iw meilum vrfi tie speoMed hi lie raw data and In lie 
report 

used as recommended iiy the Sponsor. The produot wM be pre-
aquMbrated to Iw deelred testtemparature I applloable. 

untformly over Iw bottom of the approprlala 
number of 100 X 16 mm alerle glass peiri dWwe (without touching the sides of Iw pelt dish). The vkus will be 
alr-drted at 10*C-30^: unti visibly dry (220 minutes). A cehbrated Imer wll be used for Imlrig Iw drying. The 
drying oondlbons (tomperatura and humWtty) wQI be appropriate for Iw test virus for Iw purpose of obtaining 
maximum survival fiolowing drying. Tha actual drying oondlone, drying Ime and cattrratad Imer uaad wM be 
dearly documentad. 

One dried vhus ttm par batch of taet eubatance wH be aasayed unless olierwles requested. 

TEBT METHOD 

Preparation of Sephadex Oel Filtration Cobimna 
To raduca Iw oylotoxfo level of lie vhus-tsst substanca mbdure prior to assay of vhus, andfor to reduce Iw virucidal 
level of the tset eubatance, vhuB Is saparetad from Iw teat substance by flitrelonlimugh Sephadex gat Thatypaof 
Sephadax uaad wM ba spedflad hi Iw flnai report On Iw day of toeing, Sephadex cotumns are prepared ty 
uenUIUghig Iw prepand Sephadex gel hi sterle syrlngee for lirae mfrxites to dear the void volume. The columns 
are now rai^ to be used hi Iw assay. 

Input Virus Control 
On Iw day of taalng, Iw atook vhus ulllzad hi Iw assay wll be Itared by 104bld serlel rflutlcn and aaeayed for 
Infeolvity to detarmlna the staring Iter of Iw vims. The reeuMa of Ills control are for Infommlonal purposaa only, 

Treatmsnt of Vkus Films with tha Test Substance 
Fcr each batch of test substance assayed, Iw appropriate number of dried vhus fbns are Individually exposed to e 
2.0 mL silquot of Iw use (Mution of Iw test substance (Iquld productsX or to Iw amount of spray released under use 
ccndHons (spray products) and held covered for Iw specified axpoeuretlme(s) and temperature. A caExaled Imer 
wllbeueadfiDrlmlnglwaxpaeure. The aotual tentpwalure wM be recorded. Just prior to Iw end of Iw erqweurs 
Ihne, Iw pMae are hidMdually scraped wlh a cei scraper to resuspend Iw contents and et Iw end of Iw expoeure 
Ime Iw vlrue4eat substance mbdures are hiwnillatefy passed lirough hidMIUai 9i>phadax columns uMdng Iw 
syringe plunger hi crdar to detcxRyiwmixturB. Thbllbato(1(r*iaulon) Is fohoBwld by serWdkilon and assayed 
for InhrAvlty andfor cytotaxiaRy. To fislfer aU In Iw removing of Iw cytotoxic eKscts cf Iw test substance to Iw 
Indleatcr call cuttures, hidvldual (Mulone may be passed lirough adiMional Individual Sephadex columns. 

Thisptofc IIO-IJ ^ -ngn1«Wylii*DniMUaii-
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TKMtoiant Of MM! Vlnis Control FDm 
The appropriat* numbar of vhji IDms are prapared as doBcribad pravhuaiy for each aRpoaua thia aaaayod. Tba 
vliuR control Snii ara run h paralel to the teat virus but a 2J) mL atquot of teat madbm la added h leu of the teat 
aubstanoe. Ttrevlrua control Urns ate haldoovarad and expoaed to the teat medluni for the aameenpoeura time and 
at the same expoaure temperature ae the test fNms are exposed to the teat aubetance. AcaNbretedthierwilbeused 
for tknho the exposure and the actual temperature wH be recorded. Just prior to the and of the expoaure tima, the 
virus flma are Individually scraped as pratflouaiy deacrtoed and at ttw end of the expoaure time the mMuraa are 
Immediately paaaed through Intfvldual Sophadaai cokxnnB uOlzIno the ayrhge plunger. The fltrate (10'^ dHudon) la 
than titered t^ aerial dilution and aasayed for Infadivlty. If addHlonal Sephadax cdumna vwra uaad to further reduce 
the cytotoxic eflecla h the teat aubatanca aaaay, the aame dHullons of Sw virua control vvHi be paaaed through 
addNonal Individual Sephadex cdumna. 

CyloloxIcRy Control 
A 2.0 mL aliquot of aaoh batch of teat aubatanca (liquid produots) or the amount of the teat aubetance recovered 
when aprayad onto a atarSa pairt dah (apray producta), la fUarad through a Sephadax cdunm utMng the ayrtige 
plunger and the fKrate le dMad aerl^ In medium and Inoculated Into eel cuRurea for eaaay of eytotogdcity 
concurrently with the vIrua contrd and test aubatance-traated vIrua aamplas. For apray producta, the cytotaxMty 
control wW be held covered for the longest requested exposure time at the requested exposure temperature. A 
calbratad timer wit be used for timing the exposure. If addHcnal Sephadax columns were uaad to further reduce 
tha cytoloxio etfacta In the taat aubatanca assay, the same cMutlone of the cytotoxiclly control wM be paaaed through 
addMonal IndMdual Sephadex cdumna. 

Aaaay of Non-Vlnioldal Level of Teet Substance (Neutralization Control) 
Each dnuOcn of the nautratced teat aubatanca (cytotoxicity contrd dnutlons) wW be chalsnged wMh an alquol of low 
titer stock vtrus to determine the dlkitlonfs) of test substance at which vkuoldal adlvjly. If any. Is ralalnad. Olutlons 
that show vlmddal activity wM nd be constdeiBd In detannining reduction of the vims by the test aubatanca. 

Using the cytotoxicity control dUutlons prepared above, an addlUcnal sat of Indlcalcr cell cuRuras wW be Inoculalad 
with a 100 |JL aliquot of each dHutkm In quadruplicate. A100 pL aliquot of low Uter stock vims wll be Inoculatad 
Into each odi culture well and the Indicator cell cultures will be Incubated along with the test and virus oontrd 

InfsctlvityAasaya 
The CEK can Una, which axNblta cylopalhic effect (CPE) In the pmsanca of Infactloua Laryngotracheltia virus, will 
be used as the Indicator call Una In tha tntoaUvlty aaaays. OaHa In muKlwdl culture dWws will be Inoculated In 
quadrupHcate wNh 100 pL of tha (Bullona prepared from teat and control groups. Tha Input vfrua oonlrol wRI be 
Inoculalad In duplicate. Unlnfaoted Indicator oal culturas (caH ocntrola) wlH be Inoculatad wHh taat madkim atone. 
The cuKurea are Inoubatad at 30-38*0 In a humldfted abnoaphere of 8-7% COi to atarlla diapoaabte oal ouRura 
tebware for approxknataly seven daya. Patlodtoally throughout the Incubation time the cdturaa wM be 
mtoroaooptoaly observed for the abaence or prasenca of CPE, cytotoxicity and for vtebWty. Tha obaarvalons wll 
be recorded on tha raw data workaheeta; only tha raaulte from tha final observations wll be reportad. 

PATAAMALYBIS 

Calcutetlon ofTltete 
Viral and cytotoxicity Wars wM be expreased as -log,o of the 50 percent titration endpoint Ibr Infadivlty (TCIOgo) or 
oytotoidelty (TCDw^ reapectlvaly, as catouteted by tha method of Spearman Karbar. 

•Logof litdilntionteocalatsd - SuteofWnkxt^^awW dl^Mtlaej_x(logirittimofdlhition) 

Calculation of Log Redncllon 
Dried Virus Control Loow TCDoo-Test Substance Logw TaOn " Log Radudlon 

If muHpte dried vima oonliol raplcates era performed, the average titer of the replicates wll be catouteted and the 
average titsr wll be used to calcutete the log reduction to viral War of the Individual test raplcatea. 

Ttonptor//g-/y -RqpiWBrYtiitenMdBn-
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PROCmURB FCMI IPBITIFieATlOW OF THE TEBT aY«TBI 
The spodaizsd vlruddal tMOng OMbon o( Aoou I opodelairt vlruddal tatfng oadkm at Aooiratus Lab Sarvioaa mabdalnt Standard Operating Proceduraa 
(SOPa) rataHva to virucidal aflk^ taaUng aludtoa. Vlruddal afflcacy taadng It performed In strict adherence to 
ttwse SOPs wNoh have been constructed to cover al aspecta of tha work Indudng, but not knlted to, racaIpL 
log-In, and tracking of biological reagenta Indudng vinit and call docks for purposes of UentWcaticn, receipt and 
use of chemical reagenta Including caU cultura medium ccmpcnants, eta These procedures are deslg^ to 
document each dap of virucidal efficacy tasting dudes. Approprlata rwferenees to medum, batch number, etc. 
are documented In the raw data collected during the course of each study. 

AddHonelly, each vkuddal efflcaoy ted Is assigned a unique Prdect Number whan the Study Dlreotor InWates the 
protocol for the study. TWa number Is used for MenlHIcatlon of toe tod culture plataa, eta during the course of the 
tosL Ted cuturaplalas ere also labdedwRhrafbrance to the tad virus, experimental start date, and ted product 
Thaaa maasuraa ara dadgnad to document the tdsnOty of the ted system. 

MCTHgP FPR 9F BAQ: N/A 

^'^^^^Maa^^^'olterta and raforancae for tha regulatory agant^ revtewbig the date w« be 
Included In the final report 

U A EPA, Health Canada, and Australian TQA Submlsalon 
A vaM ted raqulres1)thd at lead 4 logio of bifbottvltybareeovared from tha dried vkus control flm; 2)thdwhen 
oytotoxiQlly Is svldenL d lead a 3-lag raducUcn In titer Is demonstrated beyond the cytotoxic levd; 3) thd the call 
controls be negative for Infeotlvlty. If any of the previous requbemenls ere not mat, the tad may be repeated 
under tha current protocol number. Note: An efflaaolous product mud demonstrate complete InacUvatkm of Itia 
vbus d al dilutions. 

If the tad aubslanee tells to med the ted acoeptanoe criteria and the dried virus contrci falls to mad the conbol 
acceptenoe citlerta, the study Is oonddared vaM and no repeat tasing Is necessary, unlass tequedad by tha 
Sponsor. 

If any portion of the protocol Is executed tncotrecUy warranting raped taeUng, the ted may be repeated under tha 
current protocol number. 

The report wM Include, but not be limited to, IdentMcaUon of the sample and data lecalveil, dates on which the 
tad was InWatad and completed, IdentHleatlon of the virus strain used and composition of tha Inoculum, 
description of cats, medium end reagents, description of the methods employed, tabutatad resuKa, calculated 
ttters for mtectivlty and cytotoxicity, and a conclusion as It retatas to the purpose of the tesL A draft report may be 
requested by the Sponsor. Ttie final report will ba prepared once ttw Sponsor has revlawed tha draft report and 
notlflod tha Study Dbector to complete tha study. 

PROTOeOLCHAIiOEa 
If It beocmea nacassary to make changes In the approved protocol, the revision and rsasons for change wB be 
documented, reported to the Sponsor and wll become a p^ of the permanent fie for that study. SImllatV. bw 
Sponsor wHI be nodflad as soon as possible whenever an event occurs that may have an sitecl on the valdl^ of tha 
study. 

Tmptati: I lO-IJ - PWprWy riSomwiiiii -
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Tnt MMHweralanMn shall bo the iaiponaM%irf tw Sponoor. Unuaad last aubatanca YYM ba 
IbNoweiQ atudy oompMlon unloaa ottianvlaa raouaalad. 

RBCOmRBTEimON 

Study SpaoMo Docuaianta 

An of lha original raw data davalafwd axduahroly for IMS ataidy ahaH ba arohlvsd at Accurahja Lab Sarvlcaa for a 
mlnlmuni of llvo yaara for QLP atudaa or a mMmum of alx monlha tar al othar atudlaa foNoYring tha atudy 
compMlon data. Altar thla timo, the Sponsor (or the Sponsor Repreaantallve, IT appllcabia) win ba contacted to 
datarmlna tha final diapoaltion. Thaaa original data bidiida, bid are not Nmltad to, tha tatowlng; 

1. AH handwritten raw data tOr control and teat aubalancaa bidudbTg, but not Iknltad to, notebooks, data 
tarrrM and ealculatlona. 

2. Any protoool amandmantaMavtailan notMoatlona. 
3. All maaaured data used In totmulallng tha final report 
4. Memoranda. apaoUlcallona, and other ataidy apactflo oorreapondanca relating to Intarpralatlan and 

avahartlonordata, otlier than thoaadocufnantaoontalnad In tfia final study report 
5. Original algned protocol. 
e. Cartmad copy of tha final atudy rapoit 
7. Study-apaolllo SOP davtabona made during the study. 

FacllRy Spaclfle Documanto 

Tha tallowing records shall also ba arcNved at Acouratus Lab Sarvloaa. Thaaa documanta Inoluda, but are not 
Imllad to, tha tOtowIng: 

1. SOPawhIoh pertain to tha atudy oonduotad. 
2. Non atudy-apadfle SOP davlaHona made during tha courea of thla atudy, which may afbct tha raaulta 

otstalnad durtng ttiia atudy. 
3. Mattwda rwhlch wera used or ratarencad In tha atudy ootrduclad. 
4. OA reports tar each OA Inspection with commanta. 
B. FadHty Itacorda; Tampareture toga (amblant Incubatar, ata.), Inatnanant Logs, CaHbraHon and 

Malrrtananoa Racorda. 
8. Current curriculum vltaa, training records, and Job deaoripdona tar akparaonnatlnvolvsd In tha atudy. 

PHOPQ^ SfjKnSTieALIWWItMMr N/A 
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AnUmlcrablals, and ASamaSvo Contra) Envlronrnanta) Aiaeaamant; Hazardoua Siiiaianoaa and OI SpM 
Ra^Mnaa, E1053-11. 

2. Annual Book of ASTMStandarda,Sacilan 11 Walar and EnvlranmenlalTachnoiQgyVclufnallCSPtallaldas, 
AndmlaDblaiB, and AMainallva Control Aeania; Emtronmenlai Aaaoamant; Hazaidnua Biiwlancaa and OI SpB 
Raaporwe, E1482-12. 

3. U.S. Envtranmantal ProtaoSon Aflonoy, Omca of Chamloal Safaty and PoRuUon PravanOan, Product 
Parlbmianoe Taat GukMbwo, OCSPP 8102000; Oanaral ConatdaraUona for Uaaa of AnUmlcfolilal Agants, 
Saptambar4,201Z 

4. U.S. Envtronmental ProtaclkNi Agancy, OffkM of Ctiamleal Safety and Pollution PravanUon, Product 
Parfbnnanoa Taat QukMlnaa, OCSPP 8102200; DIalnlSctantB for Uaa on Hard Surtacaa - Efllcacy Data 
Raoonvnondatlona, Saptambar 4,2012. 
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8. Dtackwal. J.H., and Ji1.S. CtMn. 1870. Bfaota of various garmlcklal ctiamicalB on HEP-2 oal cuKura and 
Horpoa almplax vkva. J. AOAC S3:1220-123a 

7. Haailh Canada, January. 2014. Guldanca Document - Dtalnfaolant Drags. 
8. Haalh Canada, January, 2014. Quklanea Documant - SafMy and Efficacy Raqutramanta for Hard Surface 

DIslnfaetant Drugs. 
9. Auatralan TharapauUo Goods Admlnlatratlan (TGA), Fatmiary 1008. Guldalnas for the Evaluation of 

Starifonta and DIalnfactanta. 
10. Auatralan Tharapoutlo Goods AdmbiMratlon (TGA), Fabniary 1008. Thaiapautic Goods Order No. 64: 

Standard for DtobifMants and Starlanla. 
11. Auatralan Thorapautlc Goods Admlnlslratlon (TGA), March 1007. ThsrapauOo Goods Order No. 64A: 

Amendment to Standanl for DIalnfealanta and StarOants (TGO 54). 
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ranptor.- no-iJ 
i2Ssooipgie>CMDrtMkaa*iio • eranMNSsitr • arrM/ MTS • •si.arsjsie • i 

1386 CorDcrals Canter Drtva. Suns 110 • Eaoan. MN 85121 • 8772878378 • 801.379 6510 • www.sccurBtualsl)S.com 8



ProiectNo.A21349 

Protocol Nmnber VIR07052716.ILQT 

Vlrox Technologies Inc. 

PBge2gofa2 

A 

ACCURATUS 
—LAB SERVICES— 
THE ANTIMICROHAL AUTNOAITY 

Pra I vewrannuLBT VkmlMnoioalMlna 
Protsoria 

STUDY INFORMATION 
mmaomtrnmltrilm^PonKrcrapoimernntmmmhtmlnlmiltolhlri 

ronlMnpotge 

TS=w5?iiSE5S=Sei5Egaj7C 

• Qia 
• iodailior 

AppiadMeiTMtau 

aP«aB«tai 
OTwoMs 

oaadhmlvpaoIMB 
aotar 

iST 

RoomTMipnhn 

UH 

a zvc aaum. 

3«: iieiiliSnifclyneis lWisB, AMSMllDrMahpraduet 
• AaPokiMK 

(Rnj» 

SSSSSi <ro»rtrfaui' 
• DilonlwIVIMvfRlirorAiiDQiMaMkiA 
a Tip ymrn yrnm or ^ iwiy far ih> brtah rf 

a<sssssMSr^^ 
° 2^!U<MA*»eiiyi^eeee*iMi*iroS»sw^^ 

TNlVinMt IBb 

BxpoMinnm; fnivlya 
Ultam tanpwalin (to ba bBMd on raguWoiy aginey or MtanMan) 
QOUMT rClpMMtoiMiyiang^ 

a BpnytMlniaaanoaranali 

^''SlP'spni^cairtmmirto 
a apmyMntowuotoQ ipnyotondMnnol to lnGliMMin.(eintooni) 
AMOHltonv iSpHcelcic 
a Sbnyoontomtor MaonrilkarunBtoanuBh|y\iMl,toedtotonooor to. 

Oigsnto Mi LoaS 
• 1H Into Mnm (mWhiutn toMi tat em be totoMO 
BWImtoi 
•Oher 

Matoecl/AU 
iiHOKP«eiCMMrOrtMta«tiio • ewKMNiiiii • iTTjnjiri • ui.tTt.uii 11 

. C.riMKn . B»a.. MU U«<M . aTfMTMTa . aaiaraaaan . 9



Project No. A21349 
Protocol Numlwr V1R07062716.ILGT 

Viiox Tedmolcgiee Ina 
Page 30 of 32 

ACCURATUS 
'* —LAB SERVICES— 

THE ANTIMICROBIAL AUTHORITT 

VtaoHTMlHiolagliMlncb 

PigNl0of12 

orcwilm tD telMMl 
a Oiw QyptalfBrUa WMMIM) 
a Rm Oe«M for braert^peanm vtonlM oMnt for HariUi Cmde aubmlMion) 

rpmUttmapayborna 
fa foofiiiOi ploeteJ iMib the dwedeceN* oftte EiRraw-iaBiouwiii ml 

BfSpmi^jea betewgaSipieiiWecl byttemamor 
a GmnM iNapMe ORRr Mliafa) aie to be prevldod hyAaetmluo Lab SwMlciM 
a Thegij^mBMi) an |u»M by the Sponm and gema puipoM biaie(a) be PIDIMMI by Aceiniw 

lAOBti 
a US.B>A 
• HMdttiCanada 
• HwwMpOe 
• IMdppiMbia-Parlni«nalMiiaruManly(Elloa9nMS««ba 

in</Si1ia»enTQA) 
on ll.a ERA laqofeamarti) 

emooodLabantoiyPn aam (40 CFR Part 160) and bi 

a AppicMadMiWwutniodaBaBon 
• ApptoHBdaaimodSoaten 

•ATTABHWIIW 
8upplHnMlHtlnlbmadtanPannA6aoiwd-aYaa BNo 

inmreiiMffeMoaM 
gtihjBol^afbrW^ Ifupoamanv.) 

- tAoewamLab 
ttoAowiwluoLabOanrtMa 

DaaofiiipiaiJiaBaM^^eiaalMbljSSw 
• TaataubaMnoatobehend^lmrad^ualantvabynoonaiaaManadaypriartolnfinbor 

afmnaamanla mada wMi die Study dbeelBi). 

nmbtunt-u 
i*RBOoipnM»owiwwaa»iie • i bNNMiti e matr.nrt • NttrMtit •* 

19flftr.nmnral»n<inl»rDrhMi SultollO • EMnn MNS8121 s B77 2a7 8S7B • B81.S7B SB10 s MMMraocumtuilBbBCOm 10



Project No. A21349 

Protocol Number ViR07052716.ILQT 

Virox Tectmotogles Inc. 

Page 31 of 32 
ACCURAniS 
—LAB SERVICES— 
THE ANTIMICEOBIAI. AUTHOHITT 

VRmunuLOT VkHlMmHaelnlna. 
111 or 12 

• ClioiootwUillunWiMBylM<nel>notioi|iiltod{PofNoi»SLPorDoHolopmo 
OR 

rttm 
UOHBilneiniwuiilMfiillnetwehwerWbi 

kigonW 

I IM net bMn or EEl nolM pMfbnmd talawlne SUP neuMtm 

A««l»mwididlblt»iei»it - lfpiwld«l.i»Co» 
• TooUng hH bM or «M be oonduoM at Aoounlui Lab BMVICM umter pretoool anhNly i: 

• TaothaoboonarwabaoonduobMlbyanclharlbenyundvpralaooliirobiiiyiE 

t not or wH not be peiltannid pilar to I 

lebllHrtoellfiB h— bow orwW he oomplond pdof teorceiicMwem wMii 

IwaoraHlbepeifi 
IBC) 
40 CPR P«t leo QLP leeulellcni 

toMbie bee not boMi or wB not be pertonned lobowlnB GLP inguMim 

I Lab Sorvtoea under pr lorMiidyft 

*Te<lieebeen«riiiBbedoi>ilBiiledlyiWdNrtl|tB»iiBdoriw»ootert>ie»lt 
.db dawftAL 

WH n^ ofwN not be peribneed pitortD or eoneunwit wWi I 
iriMti 
nquMtonAmiedrbe 

•tlbnari 
tiltmOLPc X 

ThiflmJlO'IJ 
lauCBrpmtoCMvlMv^Mim • I ^MMum • •rr.ifrjtri o UIATIAIIO #1 

19ARr.rvrvvirt»n*ntarnriwdb ftitttenn w Pm I w ar? • aK4 . 11



Project No. A21349 
Protocol Number VIR07(»27i6.ILGT 

VltOK Technologies ina 
Page 32 of a2 

ACCURATUS 
—LAB SERVICES— 
THE ANTIMICROBIAL AUTHORITY 

'i • 

» ' 

Piol K VMTMSnUljBr VtacTMlmalBi 
PIOM12412 

FAXL 

Feem 
ppctoo wilM M to Mite 

otePit 

laoahA f nevd^g Ml aSNbi: aawAiehed 

l(»rihiiiif»iiHifthtnBlnniy 
AaeondueU* 

aoNKitmm DATBL JUUeljt 

n—fc».- iio-ij 
HMMLRMMIIO • Rw^MMUm • tnjUTMTi • RilJTRJilA • I 

i9iwr»nnml»r.MiliirtMwa SuHa 110 . Eaoan MN 56121 • B77.2B7B378 • 6513728610 • lMWW.6eeunllJBlata.00in 12




